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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 5/4/09 
has been entered. 

Applicants are informed that the rejections of the previous Office action not stated 
below have been withdrawn from consideration in view of the Applicant's arguments 
and/or amendments. The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

Claims 41, 43, 47 and 52-54 are examined on the merits. Claims 44 and 45 
remain withdrawn from consideration as they are drawn to non-elected species. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S. C. 
1 19(e) or under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not 
complied with one or more conditions for receiving the benefit of an earlier filing date 
under 35 U.S.C. 120 as follows: 

The later- filed application must be an application for a patent for an invention 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
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requirements of the first paragraph of 35 U.S.C. 1 12. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior- filed application, Application No. 10/699,936, fails to 
provide adequate support or enablement in the manner provided by the first paragraph of 
35 U.S.C. 1 12 for one or more claims of this application. The limitations of claims 52-54 
(protease inhibitor contained with cyclodextrin; cyclodextrin is Captisol; and protease 
inhibitor is. . .E64D) are not supported by the disclosure of '936. Therefore, their priority 
date is that of PCT/US04/36689, which was filed on November 3, 2004. 

Response to Arguments 

Applicant's arguments with respect to claims 41 , 42, 47 and 52-54 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 

(New Rejection) Claims 41, 43, 47 and 52-54 are rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. Claim 41 is rejected 
under 35 U.S.C. 1 12, second paragraph, as being incomplete for omitting essential 
elements, such omission amounting to a gap between the elements. See MPEP 
§ 2172.01. The omitted elements are: the "sample contains both a non-plus stranded 
RNA virus and a coronavirus" or at least a "sample suspected of containing a non-plus 
stranded RNA virus, while containing a coronavirus". This is deemed necessary since 
the point of the claimed method is to differentiate the viral replication between a non-plus 
stranded RNA virus and that of a coronavirus in order to detect such a non-plus stranded 
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RNA virus (i.e., influenza). Claims 43, 47 and 52-54 are rejected since they depend 
either directly or indirectly from claim 41 . 

(New Rejection) Claims 41, 43, 47 and 52-54 are rejected under 35 U.S.C. 1 12, 
first paragraph, as failing to comply with the enablement requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized in Ex parte Forman , 230 USPQ 546 (BPAI 1986) 
and reiterated by the Court of Appeals in In re Wands . 8 USPQ2d 1400 at 1404 (CAFC 
1988). The factors to be considered in determining whether undue experimentation is 
required include: (1) the quantity of experimentation necessary, (2) the amount or 
direction presented, (3) the presence or absence of working examples, (4) the nature of 
the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

The claimed invention is drawn to: 

Claim 41. A method for detecting an influenza virus a sample, comprising: 
a)providing: i) a sample; ii) cells susceptible to said influenza virus; and iii) at 
least one protease inhibitor; 
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b) contacting said cells and said sample in the presence of said protease inhibitor 
to produce contacted cells, wherein replication of said influenza virus in said contacted 
cells is not reduced relative to replication of a coronavirus in said cells contacted with 
said protease inhibitor, wherein said coronavirus replication is at least 25% lower than 
said influenza virus replication. 

However, the specification does not provide a direct comparison of the replication 
of non-plus stranded RNA viruses to that of the replication of coronavirus in the presence 
of the same inhibitor and at the same concentration. The working examples in the 
specification describe the use of Actinonin, Glycycrrhizin and E64 inhibitors against the 
replication of influenza, adenovirus, RSV and parainfluenza viruses; while only E64D is 
used in testing the sensitivity of coronavirus in vitro. The dosages of E64 and E64D 
between influenza, adenovirus, RSV and parainfluenza viruses and the separate 
coronavirus test are different. For example, the non-coronaviruses were exposed to E64 
concentrations at 0.5, 5 and 10 for the non-coronaviruses, while coronavirus was exposed 
to a modified form of E64D at concentrations of 0.5, 1, 2 and 32 ug/ml. Moreover, the 
inoculation titers of teach virus weren't the same between the non-coronaviruses and 
coronavirus. Therefore, undue experimentation is required to determine if influenza virus 
is present in a sample when the same amount of protease inhibitor applied to a sample 
containing equal amounts of an influenza virus and a coronavirus will result in the 
detection of influenza virus based on the decrease of the coronavirus replication being at 
least 25% or more than any change in influenza virus replication. 

Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BENJAMIN P. BLUMEL whose telephone number is 
(571)272-4960. The examiner can normally be reached on M-F, 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-1600. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/BENJAMIN P BLUMEL/ 

Examiner 

Art Unit 1648 



